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The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 


MONTH(S} FROM 


Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36 (a). In no event, however, may a reply be timely filed 

after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above Is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will 

be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this 

communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED i35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 

earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 ) K Responsive to communication(s) filed on Apr 5, 2000 . 


2a) □ This action Is FINAL. 


2b) K This action is non-final. 


3)D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under £x parte Quayle, 1935 CD. 1 1; 453 O.G. 213. 


Disposition of Claims 

4)K Claim(s) 1-94 


4a} Of the above, claim(s) 
5}D Claim(s) 


6}B Claim (s) 1-23, 33-45, 55-63, 73-82, and 92-94 


7)K Claim(s) 24-32, 46-54, 64-72, arid 83-97 
8}D Claims 


is/are pending in the application. 
_ is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 


are subject to restriction and/or election requirement. 


Application Papers 
9)D The specification is objected to by the Examiner. 


is/are objected to by the Examiner. 
is: alD approved b)D disapproved. 


10)0 The drawing(s) filed on 

1 1 )□ The proposed drawing correction filed on 

12) 0 The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-{d). 
a)D All blD Some* clD None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received In Application No. _ 


3. n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14)0 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. 5 119(e). 


Attachment(s) 

1 51 ^ Notice of References Cited {PTO-892) 

16) Q Notice of Draftsperaon's Patent Drawing Review (PTO-948) 

17) K Infomiatton Disctosure Statenrwirtls) (PTO-1449) Paper No{s). 2_ 


1 8) Q Intarview Summafy (PTO-41 3) Paper No|s). 

1 9) Q Notice of Informal Patent Application (PTO- 1 52) 

20) □ Other: 


U. S. Patem and Trademark Office 

PTO-326 (Rev. 9-00) 


Office Action Summary 


Part of Paper No. 3 
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No restriction requirement has been given at this time between the various types of 
bonding treatments because the limitations are process limitations in product claims. For this 
reason, the process used to make the product is not given very much patentable weight; see 
MPEP2113. 


The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum^ 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F,2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 

Claims 1-94 are rejected under the judicially created doctrine of obviousness-type double 

patenting as being unpatentable over claims 1-72 of U.S. Patent No. 6,123,73 1. Although the 

conflicting claims are not identical, they are not patentably distinct from each other because the 

present claims are read on by the copending claims such that they are clearly obvious thereover 

and have overlapping coverage. 


Double Patenting 


Claim Objections 


Claim 10 is objected to because of the following informalities: 
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In claim 10, "hydration-facilitating agent" lack antecedence from claim 1 . Appropriate 
correction is required. 


The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

Claims 2, 3, 33, 35, 55, 73, and 92 are rejected under 35 U.S.C. 1 12, second paragraph, 
as being indefinite for failing to particulariy point out and distinctly claim the subject matter which 
applicant regards as the invention. 

With regard to claims 2 and 3, the "and/or" renders the claim scope indefinite because it is 
unclear whether all components are included or only one of the listed components. 

With regard to claims 33, 35, 55, 73, and 92, the word "or'* is used a plurality of times 
such that it is unclear where the Markush listing ends. 


The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless — 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 


Claim Rejections - 35 USC§ 112 


Claim Rejections - 35 USC§ 102 
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Claims 1-11, 13, 14, 19-23, 34-45, 56-63, 74-82, and 93-94 are rejected under 35 
U.S.C. 102(b) as being anticipated by Lyle (US 5,061,286) wherein demineralized bone particles 
have had there minerals removed such that the surfaces thereof are collagen. In addition, the 
particles are linked together with the binder such as cyanoacrylate; see the whole document, 
especially column 2, lines 63-68 and column 4, lines 12-20. 

With regard to claim 6 specifically, the figures show a ring shaped cross-section around 
the hip implant stem. 

With regard to claims 7, 22, 23, 44, and 45, the material of Lyle is a solid material so it 
inherently has a tensile strength even though one is not disclosed. Since the Office does not have 
testing facilities to determine the tensile strength thereof, the Examiner hereby asserts that the 
tensile strength of Lyle is within the claimed range and hereby burdens the Applicant to show 
otherwise. 

With regard to claims 13, 14, 24, 36, 40, 58, and 76, the limitations set forth in these 
claims are process limitations even though the claims are drawn to a product. For this reason, the 
Examiner asserts that the claimed product is fully met by Lyle even though a different method was 
used to make it because bonds with the collagen and binding agent are present; see MPEP 2113 
which is incorporated herein by reference thereto. 

Claims 1-5, 7, 11-14, 16, 19-21, and 34-35 are rejected under 35 U.S.C. 102(b) as being 
anticipated by JefFeries (US 4,394,370) wherein the demineralized bone particles have surface 
exposed collagen which is crosslinked resulting in increased mechanical strength; in other words 
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bonds are formed between the particles via the crosslinking agent to improve mechanical strength; 
see the whole document, especially Example I and column 4, lines 4-14. 

Claim ReJecHons - 35 VSC § 103 
The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 12 and 15-18 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lyle 
(US 5,061,286) alone. Lyle discloses the use of a binding agent in general and of a crosslinking 
molecule of cyanoacrylate specifically but does not disclose the use of the particular crosslinking 
agents as claimed. However, the Examiner posits that it would have been obvious to use another 
crosslinking agent in view of the broad teaching of Lyle for a binding agent absent some showing 
that the particular agent had some unexpected/unobvious result. 

Allowable Subject Matter 

Claims 24-32, 46-54, 64-72, and 83-91 are objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the limitations 
of the base claim and any intervening claims. 

Claims 33, 55, 73, and 92 would be allowable if rewritten to overcome the rej actio n(s) 
under 35 U.S.C. 1 12, 2'"' paragraph, set forth in this Office action and to include all of the 
limitations of the base claim and any intervening claims. 
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Conclusion 


Applicant should specifically point out the support for any amendments made to the disclosure, 
including the claims (MPEP 714.02 and 2163.06). Due to the procedure outlined in MPEP 
2163 .06 for interpreting claims, it is noted that other art may be applicable under 35 USC 102 of 
35 USC 103(a) once the aforementioned problem is corrected. 

Applicant is respectflilly requested to provide a list of all copending applications that set 
forth similar subject matter to the present claims. A copy of such copending claims is respectfully 
requested in response to this Office action. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Paul Prebilic whose telephone number is (703) 308-2905. The examiner 
normally be reached on Monday-Thursday from 6:30 AM to 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Corrine McDermott, can be reached on (703) 308-21 1 1 . The fax phone number for this 
Technology Center is (703) 872-9301. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Technology Center 3700 receptionist whose telephone number is (703) 308-0858. 


Paul Prebilic 


Primary Examiner 
Art Unit 3738 


31 

Attachment for PTO-948 (Rev, 03/01, or earlier) 

6/18/01 

The below text replaces the pre-printed text under the heading, 
''Information on How to Effect Drawing Changes," on the back 
of the PTO-948 (Rev. 03/01, or earlier) form. 


INFORMATION ON HOVV TO EFFECT DRAW l\G CHANGES 


1. Correction of Informalities — 37 CFR 1.85 

New corrected drawings must be filed with the chan^es incorporated therein 
Identifying indicia, it'provided, should include the title ot ihe iineniion. 
inventor's name, and application number, or docket number (tt'any) ifan 
application number has not been assigned to the application It' this information is 
provided, it must be placed on the front of each sheet and centered within the top 
margin. If corrected drawings are required m a Notice of A I lov>.abi tit v (PTOL.- 
37). the new drawings MUST be filed within the THREE MONTH shonened 
statutory period set for reply in the Notice of Allowability Extensions of time 
may NOT be obtained under the provisions of 37 CFR i 13 0(a) or (b) for filing 
the corrected drawings after the mailing of a Notice of Allowability The 
drawings should be filed as a separate paper with a transnmtal letter addressed lo 
the OtTicial Draftsperson 

2. Corrections other than Informalities Noted by Draftsperson on form PTO- 
948, 

All changes to the drawings, other than informalities noted bv the Draftsperson. 
ML-ST be made in the same manner as above except that. nornialK. a highlighted 
(preferablv red ink) sketch of the changes to be incorporaicLl iiiit; ilie nev\ 
drawings Ml' ST be approved b\ ttie examiner be tore tlie ai}p heat ion be 
alloued No changes \\ \\ \ be permitted to be made, other ihaii correction of' 
informalities, unless the examiner has appro\ed the prop(^^e.• .'liaiwcs 

Timing of Corrections 

Applicant IS required to siibnm ilie dra\Miig eoncciions uithin the 
time period set in tiie attached Office coiniiuiiucath-n See ."^ L'VR 
I.S5(a), 

Failure to take coiTecti\e action wnhm the set perked \\ \\\ resiiii in 
ABANDONMENT of the applicatu)n. 


06 01 01 


